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REMARKS 

C la.ruh i ^, s. I *-> anJ i O*-) are ponding in the dpphcauoii Claims 5. 6 9- { s, 20 : 1 0S 
are withdrawn from consideration:. Claims 7 and 24-95 are cancelled. 

Reconsideration of the application m view of the current claims and furthei m \ lew o( the 
tol lowing remarks is respecttitlly requested, 

I. JDOUBLP. P.VU' N I INO RKJEC TION 

I lanns ) I b and au icKXt^d on Uk mo.nd ^ i 'ion->taiuloiv ob\ lousnc^'^-t^pc double 
p ucKtiPg as being uMpcit;.niabii. o\or claims in US applKanoj^ Nos ! 1 s n 12 U (Mf "6" ind 
11/770,608. 

Applicants w ill address thit, ia.suc and file a teimmal disclaimer should Ok claims be 
deemed allowable. 

II. Claim Rejections Under 35 II.SX. S 112 

i lam s I -4, 8 1 ^ and 1 U') , >. k it. t^d l . s - ^ 1 1 S C § 11 2, first paragraph, as allegcdh 
failing to comply with the written descnption i-equjrernent. 

VpplKaiits tCNpctliulK tid\u^o this leivXtion Claims 1 4 s 1^) and li» aic des«.!ilxd m 
si;ifioienl detail m the specitlcation huch thai one skilled m the an can leasonablv ctincludo that 
Applicants had possession of the claimed invention. 

As summarized in the MPEP § 21 63, '^tjhe fii^t paragiaph of 35 U S C §1)2 requires that 
the "specification shall coniain a written description of the nnention ' 1 his lequiicnient is 
scpaiatL and distm^t tuvm tlK enablonient lequitcmuit Ste t i, IcnCtith Int \ \fa/iurkar,935 
I 2d!'i'i^ ls6<), !'-JUS!'Q2d IIP, 1114 (leu i u !^">ir llie sCk.tion goes on to pio\ tde that 
"[tjo salist\ the utten dcscnption icqimemi^i l p 'ei < spcX>fit.atK n must dcsv.ubc thv. l\ uuKd 
tn\ontiou in sullieiun detail that one skilled ui (he art tan leasoiiabiv Lonciude that lac laxcntor 
had possession of the claimed invention Id fhus, the issue is whethei the original apphcaUon 
provides adequate support for the claims. 

The claims and tspecification of the instant application do provide ample written description 
toi the ponding claims Claim 1 recites "wheiem an elexation in the concentration of said 



6 



Vtu iJuLkeiNo •^<sr)71 "S7 2Di 



AppjicaciDn No. 10/759,216 

Respoi-ise to Final Office AiAkm dated Novejnber 6, 2009 

aiialyte(s) in the (est smpk &f about two fold relative; to the refereiice concentration is indicative 
of the presence of severe sepsis in the human", Tlie Examiner aileg.es in the Office Action (p 4-5) 

that 

"paragraphs OQi I and 0012 do not make any memion of two fold eievations of any analyte. 
Pit ^ph 014-1 stitcs ihjt possibiL nuikt s tot s<.p is shoiki shim \ tuo told i.k\ ilnm 
md pa: gi^ph 0iV6 siaits thai MlMl I shows a ious lotd ck^ation hovvi.\<.i, ntt'ha ot 
these patagraplis mention diagnosis of sc\ cic sepsis and paiagraph 01 96 i-tates that sonic 
anah tcs \\ ere signifiv.antl\ lower m sepsis w hich eontradicts paragraph 0 14^ fheicfore, 
the two told and tour fold hmttauons are new raaiter. 

IKuN * \ t r the I xaminei h is 1 if k d to maiyzc the citt d paragraphs m the context oi rhc 
c -iti ^ app iv- iti <n it tlear throughotit tin. spL>. it^atTon that the nnention is directed to the 
diijinosts oi scpsts md ot sc\lic sepsis l>\ mt tsutinji tht hiomitkus tdtnuli^d o\ VpplK mts m 
Ik tn-tant <spph^d(ion ! oi cxdUipL paragiapht. [001 ''J and 8J ol th.^ oubiished appl canon 
disclose methods tor diagnosit. se\etc sepsis it the u>nLeiitiation ot at least one anal\ ic is ek\at<,d 
rclati\etoaiefercnces*dmpie These paragiaphsdcbcnbodbotiiMPir-i and IMr-Rl Paiagraphv 
[004 i ] [005i ] of the pubbshed application bhow cxampks ot statistical anah scs that can be used 
to identify biomarkcis that arc significantly different between sepsis samples and lefeicnce 
s unpk> In addmon the use of an e1e\dtion in the concentiation of an anahtc in a tesi ^-amplc of 
about two k id ! 1 Uf c io Uk iutctcn<„t ctmc^ntration ts x thiLshold h ukiitit\ i hi mntktris tally 
dcsuibcd nLKanpksf) and Joi cxampk ni paragrapiis [014^] [U 1 and [0204 1 oi Ih^, 
published application Futtliermoie, the specitiwition describes studies in which maikeit> such as 
MPil -1 and I Nf Rl , arc ele\at*.d t^^o fold oi more in sepsis patients in compauson to contiol 
saniplcf) fSet 1 xampleb) Thus whcm the spt,cificauon is vonsideied in Us entireiv, it is clcai that 
nt V s m pk Mip nt K t tiK diagno&isi of sc\ere sepsis h\ compaiing the concentiation of m 
m iMtts lo L iKspon h ij; ivieienu tonccntniion \\lKie an cle\ation in concmtf Uum oUhc 
Hill tt{s) in tlit lest s^rnpk of ibout tu( i 11 1 i tt ! <- rvtetc^ncc i.OiKcnti i ion is indie, itne 
ol lIjll pus^i (.c ot st.\ci(. sLpsis i h IS a person ot oioinc.t\ ski I n tl e ji-* wi itld im n {>i 
conclude thai the \pplicants had posse ssn>n of the i,iainied iincntion 

The Examnier argues that 'patagiaph 10i%| "States tlial som^, ana.\tes ueiesi"njfu mt \ 
lowci m sepsis, winch contndicts paiatiiaph 014S ' Ihis asgument is v\ilhout meut It is clear 



! OCX 



7 



Applicatiot) No. 10/759,216 

Response Ici Final Office Aclion dated November 6, 2009 

thtoughout the spccifjccition that 'some biomarkeis ol sexuc sepsis afeeit\aled dining sq>SiS v\hilc 
some othei m ukeis arc depRNSvd Csce (oi example Abstract and paragtaphs [OOF] [0018] and 
I O^r \ 1 i CI lun ) js n tic I to the diagnoi>it> ol s>e\ eic sepsis using biomarkws that arc cle\ atcd 
u! ^s^^uvspsl ( WVl] ') T hc fau that iHc (. oiicentt atlou of some buMTiarkors dcci f^^ics 
duiuu sv.psfs d(. ts not i-ciUt idKt ihc ( ict tl i! the v )i i.nti su n ot iitht! hKmi-nkt.is iiKJeists ith 
sepsis and la u those iUcuastd biomatkcts <.an be used tor diagnosis ot stvese -cpsis j> ilm k n 
elaim 1 and disclosed throughout the specification. 

With respect to claun 109, the recitation ^^ herein an elevation m concentiauon ot MPIF 1 
]'i ihe lest sample ot about tour told relalne to the reteience concentration is indieatn e ol the 
piesvPC;. ot st\ crc sepsis in said hiinian is tuHy desciibed m the specification (See I \amples) 
i Ol c^..nipic piui^i ^pn 1" * V6 ot tht spLcituation describes that MPJf-l le\ds aie Jc\atcd lour 
ioid m sepsis paiients as compared to sick conirois. 

Iheidoic the sptciilcaiion pjo\idcs ampk docnpuoii sm sut+ cit^nt dt.1 il ol niahod o 
diagnose se\ere sepsis as recited in the claims Givmu ihc cxphul di,sL5 phon pro uicd b\ the 
specification one skilled m the art would lecognizt that \pphcanLs had pOit.et.sion ot the ..iaimcd 
invention. 

R tstd o 1 the ! ^ sons pio\ idcd abo\ e, \\ ithdrawai oi the rejection under 35 U S ( 112 first 

paragraph, is respecttuilv requested. 
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CONCLUSION 

Applicants submit thai this paper Mly addresses the Final Otfice DaJcd Novemher 6, 2009, 
and ivspcctfu K' 'ctiuet-l'- UkU :ho f ^ani,iiv.t aJsanoc ihc appheation to issuanct; Should U^c 
L\ainino! b.avo on) quo-^Mors. Uso IXfiuunci is encouraged to contact the undcrMgiied aur.sney at 
(650)849-3211. 

FEE AL IHORIZATION 

The Coramissioner is aiithcHized to charge aii>' adtiititmal fees which may be required, 
including petition fees and extensioir of time fees, to Deposit Accotint No. 23-2415 
(Docket No. 36671-747.201). 



Date: .Tan u ar%^ 4, 2010 



Mark D.McNemar^ Esq., Ph.D. 
Registration No. 64^904 



WILSON SONSf NI (lOODRiCH & ROSATl 

650 Page Mill Road 

Palo Ako, CA 94304-1 050 

Direct Dial: (650)849-3211 

CHcnt No. 021971 



: Revspeetfidly submitted, 

WILSON SONSINI GOODRICH & ROSATl 
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